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Requirements for Product Technology
Transfer ...
Technology Transfer: a Collaborative
Approach to Improve ...
WHO GUIDELINE ON TRANSFER OF TECHNOLOGY DRAFT DOCUMENT FOR COMMENT The need for new WHO guidance for
transfer of technology was discussed at
the forty-second meeting of the WHO Expert Committee on Speciﬁcations for Pharmaceutical Preparations in October 2007.
Colleagues from the WHO Prequaliﬁcation
Programme
pharmaceutical quality system should in-

corporate appropriate risk management
principles. While some aspects of the pharmaceutical quality system can be company-wide and others site-speciﬁc, the
eﬀectiveness of the pharmaceutical quality system is normally demonstrated at the
site level.
The technology transfer is either done in
house or outside party who has given the
technology. Since the Tech Transfer data
is provided on the laboratory scale batches & the product is to be taken on large
scale, it may be required that some
changes in Process parameters or Quality
parameters need to be changed.

Guidance for Industry Q10 Pharmaceutical Quality System
Annex 7 WHO guidelines on transfer
of technology in ...
A Technology Transfer Plan: The objective
is to transfer expertise, technical information (e.g. concerning raw materials and
speciﬁcations), and technologies. A technology transfer plan (which often takes the
form of a GANTT chart, as in Figure 5)
should include the sequence of all transfer
activities.
IMAGE COURTESY OF THE AUTHOR Technology scale-up and transfer are common—and crucial—biodevelopment activi-
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ties. For any biopharmaceutical manufacturer, commercial success depends on being able to increase drug substance production volume quickly and eﬀectively and
to move production freely without being
locked into one provider.
pharmaceutical quality system to enhance
the quality and availability of medicines
around the ... • Technology Transfer o
New product transfers during development
through manufacturing
A technology transfer is what happens
when a pharmaceutical company wants to
change from an existing manufacturing
site to a new manufacturing site
The adoption of Resolution WHA61.21 for
the Global Strategy and Plan of Action on
Public Health, Innovation and Intellectual
Property (GSPA-PHI) brought a renewed focus on local production and related technology transfer as a strategy to promote innovation, build capacity and improve access to quality-assured medical products.
Technology Transfer and Pharmaceutical Quality Systems
Technology Transfer | Pharmaceutical
Technology
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Pharmaceutical Technology spoke with
Roger Croucher, senior manager, R&D projects, at Catalent Pharma Solutions; Daniel
M. Bowles, senior director, chemical development, at Cambrex; and Kurt J Kiewel, director, new product development and analytical services, also at Cambrex about
best practices for a successful technology
transfer.
WHO | Local production & technology
transfer for access to ...
The main objective of this study is to provide the clear procedure for technology
transfer process in pharmaceutical industry. Technology transfer is a process to
transfer information and technologies necessary to manufacture quality drug product consistently or technology transfer is
the process of taking an invention from its
inception in a laboratory to a commercialized product.
Review on Technology Transfer in
Pharmaceutical Industry
technology transfer depends upon process
understanding or the ability to predict accurately the future performance of aprocess. Keywords: Technology transfer, pharmaceutical production, Research and development INTRODUCTION A proper tech-

nology transfer (TT) is both essential and
important to drug discovery and development for new
ICH guideline Q10 on pharmaceutical
quality system - Step 5
WHO guidelines on transfer of technology
in pharmaceutical manufacturing 1. Introduction 2. Scope 3. Glossary 4. Organization and management 5. Production: transfer (processing, packaging and cleaning)
6. Quality control: analytical method transfer 7. Premises and equipment 8. Documentation 9. Qualiﬁ cation and validation
References
Technology Transfer Guidelines for
Pharmaceuticals ...
Technology Transfer And Pharmaceutical Quality
What is a Technology Transfer in Pharmaceutical Contract ...
TECHNOLOGY TRANSFER PROCESS IN
PHARMACEUTICAL INDUSTRY: AN ...
Pharmaceutical Quality Systems: US
Perspective
WHO GUIDELINE ON TRANSFER OF
TECHNOLOGY
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Scale-up & Technology Transfer as a Part
of Pharmaceutical Quality Systems George
P. Millili, Ph.D. Senior Director Pharmaceutical Commercialization
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The technology transfer is either done in
house or outside party who has given the
technology. Since the Tech Transfer data
is provided on the laboratory scale batches & the product is to be taken on large
scale, it may be required that some
changes in Process parameters or Quality
parameters need to be changed.
Technology transfer - Pharmaceutical
Guidance
Technology . Transfer. Investigational products. Management Responsibilities. ... The
pharmaceutical quality system “assures
that the desired product quality is routinely met, suitable
Pharmaceutical Quality Systems: US
Perspective
Technology Transfer Guidelines for Phar-
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maceuticals Technology transfer is the process by which the manufacturing process
and analytical method are transferred
from one manufacturing unit to another
unit or from R&D to manufacturing unit.
Technology Transfer Guidelines for
Pharmaceuticals ...
WHO guidelines on transfer of technology
in pharmaceutical manufacturing 1. Introduction 2. Scope 3. Glossary 4. Organization and management 5. Production: transfer (processing, packaging and cleaning)
6. Quality control: analytical method transfer 7. Premises and equipment 8. Documentation 9. Qualiﬁ cation and validation
References
Annex 7 WHO guidelines on transfer
of technology in ...
credited to technology transfer, in the ﬁeld
of pharmaceuticals, transferring technology can help improve the health of recipient countries’ populations by increasing access to innovative medicines and
vaccines.
Technology Transfer: a Collaborative
Approach to Improve ...
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pharmaceutical quality system should incorporate appropriate risk management
principles. While some aspects of the pharmaceutical quality system can be company-wide and others site-speciﬁc, the
eﬀectiveness of the pharmaceutical quality system is normally demonstrated at the
site level.
ICH guideline Q10 on pharmaceutical
quality system - Step 5
A Technology Transfer Plan: The objective
is to transfer expertise, technical information (e.g. concerning raw materials and
speciﬁcations), and technologies. A technology transfer plan (which often takes the
form of a GANTT chart, as in Figure 5)
should include the sequence of all transfer
activities.
Modern Technology Transfer Strategies for ...
The Pharmaceutical Research and Manufactures of America’s Quality Technical
Committee developed a good deﬁnition for
technology transfer in 2003.
Requirements for Product Technology
Transfer ...
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Pharmaceutical Technology spoke with
Roger Croucher, senior manager, R&D projects, at Catalent Pharma Solutions; Daniel
M. Bowles, senior director, chemical development, at Cambrex; and Kurt J Kiewel, director, new product development and analytical services, also at Cambrex about
best practices for a successful technology
transfer.
Technology Transfer | Pharmaceutical
Technology
The main objective of this study is to provide the clear procedure for technology
transfer process in pharmaceutical industry. Technology transfer is a process to
transfer information and technologies necessary to manufacture quality drug product consistently or technology transfer is
the process of taking an invention from its
inception in a laboratory to a commercialized product.
TECHNOLOGY TRANSFER PROCESS IN
PHARMACEUTICAL INDUSTRY: AN ...
technology transfer depends upon process
understanding or the ability to predict accurately the future performance of aprocess. Keywords: Technology transfer, phar-
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maceutical production, Research and development INTRODUCTION A proper technology transfer (TT) is both essential and
important to drug discovery and development for new
Review on Technology Transfer in
Pharmaceutical Industry
A technology transfer is what happens
when a pharmaceutical company wants to
change from an existing manufacturing
site to a new manufacturing site
What is a Technology Transfer in Pharmaceutical Contract ...
The technology transfer means actions to
transfer information and technologies necessary to realize quality of design of
drugs during manufacturing. Appropriate
technology transfer is important to upgrade the quality of design to be the quality of product, and ensure stable and high
quality of the product.
PHARMACEUTICAL
TECHNOLOGY
TRANSFER: AN OVERVIEW ...
medicines quality assurance, quality control laboratories and transfer of technology
on 27-31 July 2009 and a revision pre-

pared. Please address comments on this
proposal, by 10 October 2009, to Dr S.
Kopp, Manager, Quality Assurance, Department of Essential Medicines and Pharmaceutical Policies, World Health Organization, 1211 Geneva 27 ...
WHO GUIDELINE ON TRANSFER OF
TECHNOLOGY
pharmaceutical quality system to enhance
the quality and availability of medicines
around the ... • Technology Transfer o
New product transfers during development
through manufacturing
Guidance for Industry Q10 Pharmaceutical Quality System
The adoption of Resolution WHA61.21 for
the Global Strategy and Plan of Action on
Public Health, Innovation and Intellectual
Property (GSPA-PHI) brought a renewed focus on local production and related technology transfer as a strategy to promote innovation, build capacity and improve access to quality-assured medical products.
WHO | Local production & technology
transfer for access to ...
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nology scale-up and transfer are common—and crucial—biodevelopment activities. For any biopharmaceutical manufacturer, commercial success depends on being able to increase drug substance production volume quickly and eﬀectively and
to move production freely without being
locked into one provider.
A Systematic Approach to Tech Transfer and Scale-Up ...
WHO GUIDELINE ON TRANSFER OF TECHNOLOGY DRAFT DOCUMENT FOR COMMENT The need for new WHO guidance for
transfer of technology was discussed at
the forty-second meeting of the WHO Expert Committee on Speciﬁcations for Pharmaceutical Preparations in October 2007.
Colleagues from the WHO Prequaliﬁcation
Programme
medicines quality assurance, quality control laboratories and transfer of technology
on 27-31 July 2009 and a revision pre-
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pared. Please address comments on this
proposal, by 10 October 2009, to Dr S.
Kopp, Manager, Quality Assurance, Department of Essential Medicines and Pharmaceutical Policies, World Health Organization, 1211 Geneva 27 ...
PHARMACEUTICAL
TECHNOLOGY
TRANSFER: AN OVERVIEW ...
A Systematic Approach to Tech Transfer and Scale-Up ...
The Pharmaceutical Research and Manufactures of America’s Quality Technical
Committee developed a good deﬁnition for
technology transfer in 2003.
Modern Technology Transfer Strategies for ...
credited to technology transfer, in the ﬁeld
of pharmaceuticals, transferring technology can help improve the health of recipient countries’ populations by increasing access to innovative medicines and
vaccines.
Technology transfer - Pharmaceutical
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Guidance
Technology . Transfer. Investigational products. Management Responsibilities. ... The
pharmaceutical quality system “assures
that the desired product quality is routinely met, suitable
The technology transfer means actions to
transfer information and technologies necessary to realize quality of design of
drugs during manufacturing. Appropriate
technology transfer is important to upgrade the quality of design to be the quality of product, and ensure stable and high
quality of the product.
Scale-up & Technology Transfer as a Part
of Pharmaceutical Quality Systems George
P. Millili, Ph.D. Senior Director Pharmaceutical Commercialization
Technology Transfer Guidelines for Pharmaceuticals Technology transfer is the process by which the manufacturing process
and analytical method are transferred
from one manufacturing unit to another
unit or from R&D to manufacturing unit.

